March 8, 2013 

Joshua M. Sharfstein, M.D. 
Secretary of Health 
Maryland Department of Health 
201 West Preston Street 
Baltimore, Maryland, 21201 

Re: Implementation of Plan of Correction 

Dear Dr. Sharfstein, 

I am writing in reply to your letter which was received by Associates in Ob/Gyn Care, 
LLC three days ago concerning deficiencies noted by the Department of Health inspectors. In 
your letter you informed us that you were summarily suspending our license to perform surgical 
procedures and that you would lift the summary suspension upon a determination that we had 
submitted an appropriate Plan of Correction and fully implemented that Plan of Correction. 

I want to personally thank you for bringing these deficiencies to our attention. We are 
committed to providing safe medical care to our patients and we are not happy if we fall short of 
our goals. Furthermore, we are in agreement with you that surgical services should not be 
provided unless patient safety can be appropriately protected. I also want to thank you for 
offering to lift the summary suspension of our licenses once we have submitted a satisfactory 
Plan of Correction and fully implemented that Plan of Correction. The purpose of this letter is to 
submit to you our Plan of Correction addressing all of the deficiencies identified in your letter. 
We have already implemented this Plan of Correction. Accordingly, we are hereby requesting 
that the temporary suspension of our licenses be lifted. We hope that this Plan of Correction and 
its implementation are acceptable to the Department, and that you will agree to lift the 
suspension of our licenses. 

We understand from your letter that we have a right to a show cause hearing and to an 
evidentiary hearing. While we do not want to waive any of our legal rights, nevertheless, as I 
discussed via telephone with Dr. Nay, our preference would be to work informally with the 
Department to resolve this matter. Hopefully the Plan of Correction in this letter and its 
implementation will be acceptable to the Department and the summary suspensions can be lifted 
without any hearings. This would save both us and the Department time and expense. We 
believe that the Department's requests are reasonable, and rather than engaging in adversarial 
legal proceedings, we would prefer to move forward, correct any identified problems, and to 
work together with the Department toward our mutual goal of protecting patients. 

Our Plan of Correction in this letter will address each specific deficiency identified in 
your letter, and offer a corresponding correction. The deficiencies you identified fell into a few 
categories: 
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Deficiency #1 : The Automated External Defibrillator in our Baltimore facility did not adequately 
work because the batteries needed charging. Likewise, while the AED in Cheverly 
worked properly and normally, however the expiration date on its pads had passed. 

Correction #1: The batteries on the AED in Baltimore have been charged and it is now working 
properly. Brand new pads have been purchased, and delivered, for the AED in Cheverly, 
which always worked properly. 

Deficiency #2: Nurses and Staff in Cheverly and Baltimore needed training on the use of the 
AED and tracheal suction. 

Correction #2: The Nurses and Staff in Cheverly and Baltimore have been trained by our 
physicians in the operation and use of the AED and tracheal suction. 

In addition, we have gone beyond simply correcting the deficiencies the Department 
cited. We have taken extra steps in emergency preparedness. Our physicians have run drills of 
mock codes with our staff in order to ensure that nurses and staff are appropriately trained to 
respond to emergencies. These drills included responding to emergencies involving respiratory 
depression, respiratory distress or arrest, cardiac arrest, and hemorrhage. We have also run drills 
with our staff in how to respond to complications such as uterine perforation. These drills 
included the use and operation of AED and suction machines, as well as a review of the crash 
cart and the drugs within it, including reversal agents for the anesthetics used. It also included 
review of monitoring of patients using pulse oximetry and vital sign measurement during 
procedures, in recovery, and during codes. 

Deficiency #3: It was noted that during an inspection in Silver Spring, the staff briefly left a 
sedated patient unattended while cooperating with the inspection. The Department also noted 
that the facility shall develop and implement policies and procedures for post-anesthesia care and 
observation. 

Correction #3 All staff in Silver Spring have been reminded of Associates in Ob/Gyn Care's 
existing policies and procedures to never leave a patient unattended in recovery or in the 
procedure room. Staff have been warned that failure to properly attend to patients is grounds for 
disciplinary action, up to and including termination of employment. Associates in Ob/Gyn Care 
believes that our existing policies and protocols already in place currently proscribe against this 
behavior. We merely need to be more vigorous in enforcing these policies with our staff in 
Silver Spring. No staff members in any other facility were observed leaving a patient 
unattended; nevertheless, they have also been reminded of this policy. 

Deficiency #4: The tracheal suction machine in Cheverly temporarily could not be plugged into 
a wall outlet because the A/C electrical adaptor could not be immediately located. 

Correction #4: The missing A/C electrical adaptor has been located and the suction machine in 
Cheverly is working properly. 
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As you requested, we have now submitted a Plan of Correction for each deficiency 
identified in your letter, and that Plan of Correction has been fully implemented. Accordingly, I 
hereby respectfully request that the summary suspensions for our three facilities be lifted. We 
believe that we have corrected all of the deficiencies identified in your letter which form the 
basis for the suspension. 

We understand that the inspectors may have found other deficiencies which were not 
identified in your letter. If that is the case, then we will also work with the Department to correct 
any other deficiencies that have not yet been provided to us. In addition, I invite the Department 
to communicate informally with us toward our mutual goal of improving patient safety. 

Lastly, because we were informed that your letter and our reply may possibly be released 
by the Department to become a matter of public record, we realize that the content in our letters 
could be publicized by persons who wish to harm our reputation because they are religiously or 
philosophically opposed to a woman's right to freedom of choice. As a result, we feel that it is 
necessary to defend our reputation against false impressions. For that reason, we wish to offer 
the following response to the comments about the woman who died in the hospital several days 
after visiting our facility: 

The information that forms that basis for these comments comes from observations of the 
patient by our physician and CPR-certified registered nurse, and from comments that the 
physicians in the hospital made to our physician. Some of this information is second-hand and 
cannot be verified by us; however, this is the most accurate information that we have about this 
patient to date: 

1. This patient immigrated to the U.S. from a remote region in a third- world country and 
allegedly had not seen a physician in many years. As a result, she was not aware that 
she suffered from cardiomyopathy, which is a fatal heart condition. In addition, the 
patient may have had defective heart valves and was probably in compensated right 
heart failure. 

2. The patient requested and underwent a routine first-trimester surgical termination of 
pregnancy procedure. The patient was sedated but conscious throughout the surgical 
procedure. The procedure was successfully accomplished and was uneventful. There 
were no complications of any kind during the course of the eight-minute procedure. 
Specifically, during the surgical procedure there were no perforations, no 
hemorrhage, no excessive bleeding, and no discomfort on the part of the patient. Her 
medical condition and vital signs remained within normal limits at all times during 
the procedure. It was a simple, routine, uncomplicated, uneventful, first-trimester 
vacuum aspiration procedure which was carried out properly and successfully. 

3. After the procedure was over, while the patient recovered, she was monitored via 
pulse oximetry, vital sign measurement, and visual observation by a certified medical 
assistant, consistent with Department of Health regulations. The patient was still 
sedated, but conscious, oriented, and able to talk. 
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4. Suddenly, while being recovered, the patient experienced extreme difficulty in 
breathing. The physician was sitting at a desk in the adjacent room, just 10 feet from 
the patient. She was immediately notified and she ran to the patient and began 
mouth-to-mouth resuscitation, which was correctly and properly performed. EMS 
was immediately called and arrived very quickly. EMS rapidly transported the 
patient to the hospital, which was located directly across the street from our facility. 

5. The patient never had a cardiac arrest in our facility. Throughout the event, the 
patient maintained a spontaneous, regular pulse with a heart rate in the range of 60 
beats per minute. Accordingly, defibrillation or cardioversion would not be helpful to 
this patient. In fact, attempting to defibrillate or cardiovert a patient with a regular 
pulse of normal rate might even have been dangerous as such an action could possibly 
have precipitated a cardiac arrhythmia. For this reason, the patient was not harmed, 
and may theoretically have been helped by the fact that "no attempt was made to use" 
our defibrillator. While certainly unacceptable to us, the fact that the batteries on the 
AED weren't charged played no role whatsoever in the outcome of this patient. 

6. It is now known that the patient presented to the ER with pulmonary edema and it is 
believed that the patient may have had a pulmonary embolism or some other 
respiratory insult, possibly caused by a blood clot from her defective heart valves or 
elsewhere. Such a blood clot would not originate from the uterus or the abortion 
procedure. 

7. The patient's hospital course lasted for several days. At some point after admission 
to the hospital, the patient developed a new problem which was increased intracranial 
pressure. This subsequently caused brain stem herniation, which led to the patient's 
death in the hospital. Again, this increased intracranial pressure and brain stem 
herniation did not occur in our facility, and it did not emanate from the patient's 
uterus or from the abortion procedure. 

8. There is no direct evidence that the patient's blood clot, brain herniation, or death 
were caused by, or even related to, the abortion procedure. Consequently, it is not 
even certain that this tragic event was a "complication" of the abortion procedure. It 
is entirely possible that because of the patient's underlying fatal heart condition, that 
it was inevitable that this patient would have released a blood clot at some point in 
time. The mere fact that it occurred while she was sitting in our facility recovering 
after an abortion procedure may possibly have been simply a coincidence. Because 
of her underlying heart condition, the release of her blood clot and her death could 
easily have happened while she was just sitting at home watching television. 

9. Our Ob/Gyn physician's quick reflexes and fast response may have temporarily saved 
this patient's life. Our doctor did not hesitate. She did not delay. She immediately 
instituted mouth-to-mouth resuscitation which she performed properly. She 
immediately ordered EMS called. She kept the patient alive until EMS arrived and 
transported the patient to the hospital. And this transfer of care was appropriately and 
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properly carried out by our Board-Certified Ob/Gyn physician. All of this proves that 
our physician can, and did, respond appropriately to an emergency situation. 

10. We agree with the Department of Health's determination "that neither the (abortion) 
procedure" nor our response to the emergency "have been found to have caused the 
patient's death". 

These comments about this patient are being provided in order to set the record straight 
and to prevent any misunderstandings about what transpired with this patient. 

I wish to thank you for your time and attention in reviewing this letter and this Plan of 
Correction. I hope that you will find our Plan of Correction acceptable, and since it has already 
been implemented, I hope that you will agree to lift the summary suspension without the need for 
more formal proceedings. Please do not hesitate to contact me if you have any questions or 
concerns, or if you would like more information or documentation. Thank you. 

Respectfully submitted, 



Melissa Shachnovitz 
Administrator 

Associates in Ob/Gyn Care, LLC 
(215)651-6993 
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